MEGAVOLTAGE RADIATION THERAPY
STANDARD ADVISORY COMMITTEE (MRTSAC) MEETING

Wednesday, January 12, 2005

Michigan Library & Historical Center
702 West Kalamazoo Street
Lake Ontario Room
Lansing, Ml 48915

APPROVED MINUTES
l. Call to Order.
Chairperson Palmer called the meeting to order at 10:05 a.m.
a. Members Present and Organizations Represented:

Roland Palmer, Grand Valley Health Plan (Chairperson)

Amr Aref, MD, St. John Health (arrived at 10:22)

A. Soliman Behairy, MD, West Shore Medical Center

Tewfik Bichay, PhD, Saint Mary’s Health Care

Keith Crowell, Oaklawn Hospital

Praveen Dalmia, Mouth Clemens General Hospital (Alternate) (arrived at 10:07)

Harry Dalsey, J.D., M.P.H., Weyco, Inc.

Bradley Gornick, AIA, ALA, Alliance for Health

Sal Jafar, MD, Saint Joseph Mercy Health System — Ann Arbor (arrived at 10:08)

Peter Lai, MD, Lakeland Regional Health System

Robert C. Marquardt, Memorial Medical Center of West Michigan

Walter M. Sahijdak, MD, Michigan Society of Therapeutic Radiologist and Oncologists
(arrived at 10:08)

Joseph M. Spallina, FAAM, Arvina Group, LLC

b. Members Absent and Organizations Represented:

Bridget R. Brambs, Detroit Medical Center
Arthur J. Frazier, MD, Mount Clemens General Hospital
Dawn Madison Williams, DaimlerChrysler Corporation

c. Staff Present:

Lakshmi Amarnath
James Camburn
Andrea Moore
Stan Nash

Brenda Rogers
Gaye Tuttle

Matt Weaver

d. General Public in Attendance:

There were approximately 35 people in attendance.
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1. Declarations of Conflicts of Interest.

Ms. Rogers reviewed the policy. Discussion of possible conflicts followed. No conflicts were
noted.

Il. Review of Agenda.

Motion by Dr. Bichay, seconded by Mr. Dalsey, to accept the agenda as presented. Motion
Carried.

V. Discussion of Charge.
Ms. Rogers reviewed the charge (Attachment A) for the Committee. Motion by Mr. Gornick,
seconded by Mr. Crowell, to accept the charge as presented. Motion Carried. Discussion
followed regarding the charge and the Committee’s plan of action.
Phyllis Donaldson-Adams, Dykema Gossett, addressed the Committee.
Brian Kaser, Foster, Swift, Collins & Smith, addressed the Committee.
Theodore Batzer, West Shore Medical Center, addressed the Committee.

After further discussion, the Committee divided into two (2) workgroups (Technical and Access) to

summarize the issues and identify what information and data would be needed for future discussion and
to recess from 12:05 p.m. — 1:07 p.m.

V. Next Step.
A. Technical Workgroup.
1. Issues.

a. Estimated treatment visits (ETV) Standards/Formulas.

b. IMRT thresholds.

C. Age of equipment for replacement.

d. Research Unit — possibly establishing a weight for a partial research unit.

2. Data Requirements.

a. Survey other states on issues of IMRT.

b. Survey other states on ETV formulas (including methodology) and
thresholds.

B. Access Workgroup (i.e. relocation, replacement, and white paper, etc).
1. Issues.

a. Rural Access.
1. Number hospital beds of the requesting hospital.
2. Number of ETVs per rural location.
3. Distance to the nearest MRT.

b. Consequences of lowering standards.
1. Location — Hospital vs off-site.
2. What other services are required for MRT.
3. Quality control — staffing, availability, larger hospital oversight.

C. Finance.

d. Access.

e. Timeframe. When should the standards be reviewed again?

f. Age of equipment for replacement.

g. Incorporating the white paper (Attachment B).
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VI.

VII.

VIII.

2. Data Requirements.

a. Historical data.
1. Number of ETVs per facility for last 2 or 3 years.
2. Number of CON's issued or denied for MRT.

b. Target Areas. What is the traveling time for communities that do not
have MRT service?

C. 2004 Annual Hospital Questionnaire or provide a trend over the last
couple of years.

d. Survey of other states on the issue of rural access.

e. Standard of Care of Staffing. Recommend using ASTRO or ASCRO.

Chairperson Palmer asked that each member prioritize the issues identified in each group on a
scale of 1 to 10, with 10 being the lowest priority, and bring the list to the next meeting. At the
next meeting, members will be assigned to the issues, after being placed in priority order.
Chairperson Palmer asked that the Department respond to the list of data requirements at the
next meeting.

Future Meetings:

Wednesday, February 9, 2005

Wednesday, March 16, 2005

Wednesday, April 13, 2005

Tuesday, May 17, 2005

Wednesday, June 15, 2005

Wednesday, July 6, 2005

Public Comment.

Barbara Jackson, Economic Alliance, addressed the Committee.

Adjournment.

Motion by Mr. Dalsey, seconded by Mr. Spallina, to adjourn the meeting at 1:45 p.m. Motion
Carried.
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Attachment A
MEGAVOLTAGE RADIATION THERAPY (MRT) SERVICES/UNITS

STANDARD ADVISORY COMMITTEE CHARGE
(Approved by the CON Commission on September 14, 2004)

The Megavoltage Radiation Therapy (MRT) Services/Units Standard Advisory
Committee has been charged with the following:

To review and recommend changes to the MRT standards, including but not limited
to adjustments for IMRT, brachytherapy, 3-DCRT, extracranial stereotactic
procedures, "special unit" definition, weight and multiplier adjustments, rural access
issues, and examination of Department's policy as stated in a "white paper" on
replacement and relocation of uninstalled MRT units.
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Attachment B

Installation of Uninstalled Additional MRT Machines
at Off-site Locations

ISS‘U.E ga.;ge;
I. Background

Recently we have had requests involving the off-site installation of MRT
machines which are approved (or submitted for approwval) as an expansion of
an existing hospital MRT program.

In one case, two hospitals propose to form a multi-hospital joint-venture
to operate a proposed additional linear accelerator of one of the
hospital’'s programs at an off-site, outpatient location. In another case,
a hospital wishes to use an additional MRT machine at an off-site location
in conjunction with a medical group practice. .

The existing standards for MRT require an existing program to demonstrate
actual treatment wvisit wvolumes to suppeort additional MRT machines. This

is easier than the requirements for a new MRT program. In the case of a
new program, new cancer cases must be documented for use of a stringent
methodology. In many areas where an additional machine 3is possible

(because treatment visit volumes can be shown), a new freestanding machine
would be impossible (because sufficient new cancer cases cannot be
documented) . 4 o

To obtain an off-site machine in an area which does mnot have enough new
cancer cases, a hospital with an existing program with enocugh “volume fo_?:'
an additionmal machine, must apply for the additional machine  and
subsequently file a second CON for permission to relocate the new machine
(or one of its older units) to another site within the same planning area.
(Under the standards, relocation of an "existing” machine with the same-
planning area is approvable even if new cancer cases cannot be projected.)
Operation -of a relocated unit at a mnew geographic location in the same
planning area is not considered a "new service.") After the relocation is
complete, a third CON may be requested to change the ownership of the
machine to a joint-venture or a third-party. not connected with the
hospital.

This three-step process can result in multi-hospital joint-ventures to-
improve MRT efficiency and quality. However, it ecan result in the
establishment of a freestanding MRT unit owned by a non-hospital and based
on the wvolume of a hospital program rather than documented new cancer
cases as contemplated by the standards. This might be viewed as contrary
to the intent of the standards.

12/14/93
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II. Issue

Is a MRT unit approved under Section 6 of the Standards as an expansion of
an existing program, eligible to be relocated under Section 10 before it
is actually installed at the site of the existing MRT service?

III. Discussion
Section 2(1l)(b) states in part:

". . . the relocation of a MRT unit meeting the requirements of

Section 10 to a geographic location in the same planning area should
not be considered as beginning operation of a MRT service/unit."”

Section 10 applies only to the relocation of an "existing MRT
service/unit."

Section 2(1)(p) defines "existing MRT service" to include:

". . . the equipment at one geographic location used to provide MRT
services -including ...all MRT unit(s) which are listed on the
department inventory of MRT units". [emphasis supplied]

Under the definition of "existing MRT service"” in Section 2(1)(p), it
appears that an MRT machine would be comsidered to be existing only when
it is at one geographic location and used to provide MRT services. This
implies that the unit must be installed before it is eligible to be
relocated under Section 10.

The standards, however, do not include a definition of "existing MRT unit"
and it is, therefore, arguable that a unit which is approved, but not yet
Ainstalled, is eligible for relocation under Section 10 because it is
listed on the Department Inventory. This argument could be made using

Sections 2(1) (mm) and 2(1) (k).

Section 2(1)(mm) defines "relocation of an existing MRT service/unit® to
mean a change in the geographic location within the same planning area of

a MRT unit listed on the department inventory of MRT units. [emphasis

supplied]

Section 2(1)(k) further defines "Department Inventory of MRT units" to
include "...MRT units which are not yet operational but have a walid
certificate of need issued under Part 222..."

Iv. Re 19}

Because there appears to be some ambiguity in the Megavoltage Radiation
Therapy Standard, we should look to the purpose of the standard for
guidance. Any requirement for installation is intended to assure that
units obtained as additional units for an existing MRT service are
actually used as part of that service and considered, along with the other
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Page Three

units of the service, for purposes of future volume considerations and
quality assurance. -

In order to avoid protracted disputes over interpretation of the
requirements of the Standard, and to promote the integration of services,
et the relocation of a MRT unit which has been approved as an additiomnal
unit for a MRT program will be permitted before the unit is installed, if
the applicant is willing to meet the requirements of Section 10 and in
addition, to stipulate to all of the following:

(a) The unit will continue to be considered as an additional unit of the
service (i.e., the second, third, ete unit) for purposes of the
volume requirements under Section 6 for a period of at least three
years. (This stipulation will continue even if the unit is
subsequently acquired by a third party unless waived by the
Department. )

(b) The unit will be operated for at least three years as part of a
multi-site MRT program under the administration of the existing MRT
service.

(e) Subsequent acquisition of the off-site unit will be limited only to:

i) an applicant eligible to establish a new MRT service; or (ii) an
existing MRT service eligible to obtain approval for an additional
MRT unit and willing to meet the same stipulations as the applicant.

11 an applicant is unable or unwilling to meet these stipulations, on-site
installation will be required.

Megavoltage Radiation Therapy Standard Advisory Committee (MRTSAC) Meeting APPROVED February 9, 2005
Wednesday, January 12, 2005 Page 7 of 9



ATTACHMENT A

Applicable Definitions and Standards

"Begin operation of a MRT service/unit" means the establishment of a non-
special MRT service/unit at a geographic location where a MRT service/unit
is not currently provided which will result in an increase in the number
of non-special MRT units listed on the Department Inventory of MRT Units.
The relocation of a MRT unit meeting the requirements of Section 10 to a
geographic location within the same planning area shall not be considered
as beginning operation of a MRT service/unit. [Sec. 2(1)(b)]

"Department Inventory of Megavoltage Radiation Therapy Units" means the
list maintained by the Department of (i) the licensed MRT units operating
pursuant to a valid certificate of need issued under Part 222 or former
part 221, (ii) licensed, operating MRT units for which the operation of
the unit did not require a certificate of need, and (iii) the MRT units
which are not yet operational but have a valid certificate of need issued
under Part 222 or former Part 221. The list will not include those units
approved pursuant to Section 8 of these standards. The list will identify

non-special and special purpose MRT units separately. [Sec. 2(1)(k)]

"Existing megavoltage radiation therapy service"” means the facility and
equipment at one geographic location used to provide MRT services
including but mnot limited to the simulator(s), block fabrication
materials, and all MRT unit(s) which are listed on the Department of

Inventory of MRT Units. [Sec. 2(p)]

"Expand an existing MRT service” means increasing the number ‘of MRT units
(second, third, etec.) at the same geographic location of an existing MRT
service. [Sec. 2(1)(q)] . .

"Geographic location" means either (i) the geographic location of a
licensed health facility as defined in the certificate of need review
standards applicable to the type of health facility or (ii) if the
location is not a health facility as defined in Part 222 of the Code, a
distinct .geographic Jlocation separate from another location. [Sec.

2(L (V)]

"Megavoltage radiation therapy program" means one or more MRT services
operated at one or more geographic locations under the same administrative
unit. [Sec. 2(1)(ce)]

"Relocation of an existing MRT service/unit" means a change in the
geographic location within the same planning area of a MRT unit listed on
the Department Inventory of MRT Units [Sec. 2(1) (mm)]

"An applicant proposing to expand an existing MRT service with an
additional non-special MRT unit shall demonstrate that an average of
10,000 ETVs was performed in the most recent 12 month period on each of
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Page Two

the applicant’s non-special MRT units listed on the Department Inventory
of MRT Units at the location where the unit is to be added.”

[Sec.

6(1)]

"An applicant proposing to acquire an existing MRT service/unit shall
demonstrate that it meets all of the following:

(a)

(b)

(e)

(d)

(e)

the project is limited solely to the acquisition of an existing MRT
service/unit.

The project will not change the number or type (special, non-
special) of MRT units listed on the Department Inventory of MRT
Units at the geographic location of the MRT service being acquired
unless the applicant demonstrates that the project is in compliance
with the requirements of Section 5 or 6, as applicable.

The project will not result in the replacement/upgrade of the MRT
unit(s) to be acquired unless the applicant demonstrates that the
requirements of Section 7 have also been met.

All MRT units at the service to be acquired are currently listed on
the Department Inventory of MRT units.

The applicant agrees to operate the MRT service in accord with all
applicable project delivery requirements set forth in Section 15 of
these standards." [Sec. 9]

"An applicant proposing to relocate an existing MRT service/unit shall
demonstrate that it meets all of the following: ;

(a) The MRT unit(s) to be relocated is 1listed on the Department
Inventory of MRT Units.

(b) The relocation of the MRT unit will not change the number or type
(special, non-special) of MRT units in the planning area.

(c) The new geégraphic location will be in the same planning area as the
existing geographic locatiom.

(d) The project will not result in the replacement/upgrade of the MRT
unit(s) to be relocated unless the applicant demonstrates that the
requirements of Section 7, as applicable, have also been met.

(e) The unit to be relocated is not a special purpose unit unless the
location to which the special purpose unit is to be relocated meets
the requirements of Section 6, as applicable.

(£) The applicant agrees to all applicable project delivery requirements
set forth in Section 15 of these standards."” [Sec. 10]
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